AbsTrACT
India implemented larger 85% pictorial health warnings on all tobacco products from 1 April 2016. However, to remove the last bit of glamour and attraction from the tobacco packs, it must now embrace plain packaging. Plain packaging prevents tobacco packs from carrying the tobacco industry brand imagery as mobile billboards. Postimplementation of larger 85% pictorial health warnings on all tobacco products, this analysis was undertaken to assess the feasibility of plain packaging as the next logical tobacco control policy measure in India. As part of this analysis, the research team reviewed the available literature on legal and policy challenges to plain packaging as a tobacco control policy initiative for India. Literature from 2010 to 2016 in English language was reviewed, which reveals that, India has taken several preparatory steps implemented by other countries like Australia and the UK that have introduced plain packaging, for example, stronger smoke-free laws, ban on tobacco advertising, promotion and sponsorship, increase in taxes and a report from civil society task force on plain packaging. The trade and investment agreements signed by India are also within the international trade norms relating to public health. A Private Member's Bill on plain packaging is also pending in the Parliament of India. Other potential challenges against such policy decision, for example, freedom of trade, right to property, violation of competition law and other laws including consumer protection laws, were found unsubstantiated by the research team. Plain packaging is the next logical step for tobacco control policy in India.
InTroduCTIon
Tobacco is the only legal product that kills over a million people and impoverishes around 15 million people annually in India. 1 The total economic costs attributable to tobacco use from all diseases in India in 2011 were estimated at US$22.4 billion. 2 Yet, India remains one of the largest consumers of tobacco products in the world, second only to China. 3 It is also one of the major growers of tobacco in the world.
Tobacco smoking is the second leading cause of preventable deaths globally. 4 In response to this global epidemic, WHO developed and adopted the Framework Convention on Tobacco Control (FCTC) in 2003. The WHO FCTC outlines proven, cost-effective and evidence-based measures to combat this epidemic. 5 From among the various evidence-based tobacco control measures recommended under the WHO FCTC, there has been an increasing interest among countries, including India, to implement standardised packaging or plain packaging to fight against the growing tobacco epidemic. [5] [6] [7] As the term indicates, plain packaging aims to remove the last bit of glamour and attraction from all the tobacco packaging and prevent tobacco packs from carrying the tobacco industry brand imagery as mobile billboards. 8 This policy analysis was undertaken to assess the feasibility of introducing plain packaging in India and to assess if this public health measure contravenes any existing Indian legislation. This policy analysis also envisions identifying the key barriers and options to address them-in the backdrop of the Australian experience, and the global interest and summary box ► Australia, the UK and several other countries have either implemented or plan to implement plain packaging of tobacco products. ► India has taken several preparatory tobacco control steps, which indicate its readiness to implement plain packaging of tobacco products. ► Existing domestic legislation and international trade obligations of India are not in conflict with plain packaging policy. ► Experience from other jurisdictions indicates tobacco industry as the major roadblock to implementing plain packaging. ► This paper will help governments and tobacco control advocates in low-income and middle-income countries, in working towards implementation of plain packaging of tobacco products.
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emphasis on plain packaging of tobacco products. The study team identified and reviewed the national laws on plain packaging in Australia, 9 12 The national and international laws and policies that could potentially be used by the tobacco industry to challenge a decision of implementing plain packaging in India were also identified and reviewed. Information was collected based on the recommendations of the Australia-India Institute Taskforce 13 on Tobacco Control and an iterative method of web-based searching. Copies of the written policies regulating plain packaging in Australia were reviewed by the study team to understand how plain packaging has been introduced and regulated there. 9 The study team reviewed legislation and regulations, which were likely to be used by the Indian tobacco industry to oppose plain packaging.
PlAIn PACkAgIng In AusTrAlIA Canada was the first country to moot the idea of plain packaging of tobacco products, 14 but it was Australia which became the first country to implement the provision from 1 December 2012. 8 14 Despite having little basis for legal challenge, the tobacco industry vehemently opposed the plain packaging initiative in Australia on the ground of being in contravention of constitutional rights, the Trade-Related Intellectual Property Rights (TRIPS) Agreement and the Paris Convention, leading to substantial claims for compensation against the Australian Government. However, the Australian Government, based on recommendations of the National Preventative Health Taskforce, mandated standard plain packaging of all tobacco products to inter alia, reduce the appeal of tobacco products, increase the effectiveness of health warnings and prevent the design features of the pack from reducing the impact of prescribed government warnings. 9 The Australian legislation was preceded by a series of evidence-based initiatives and was followed up with similar efforts after the implementation of the law, including an amendment to the domestic trademark law, to ensure successful implementation of the plain packaging law in the country. 15 IndIA-AusTrAlIA reseArCH CollAborATIon on PlAIn PACkAgIng While Australia implemented plain packaging as a part of the comprehensive tobacco control effort, experts in tobacco control from Australian and Indian institutions collaborated to form a joint India-Australia high-level taskforce to explore plain packaging in India. The taskforce produced a comprehensive report, 13 and a research paper on the feasibility of plain packaging in India. 16 However, the taskforce had concluded that further research was required before such policy measures could be introduced. In the meantime, a Private Member's Bill was introduced in the Indian Parliament seeking amendment to the COTPA to include plain packaging of tobacco products. 11 The legality of plain packaging under international laws has been established with the Australian experience and as noted by experts. 15 17 Indeed, India has its own legal and constitutional framework distinct from Australia and any other country's experience in introducing and implementing plain packaging. Moreover, tobacco control measures often become the subject of litigation in Indian courts and legal barriers have been perceived as a threat to the realisation of plain packaging.
WHo FCTC reCommends PlAIn PACkAgIng
The WHO FCTC prohibits any kind of advertisement of tobacco products and recommends ensuring clear health warnings on tobacco products. 5 Article 11 of WHO FCTC requires parties to implement large health warnings on tobacco packages to increase public awareness about the dangers of tobacco use. 5 Going a step ahead, the guidelines on Article 11 (packaging and labelling), 6 and Article 13 (tobacco advertising, promotion and sponsorship), 7 adopted by the Conference of the Parties in 2010, recommend that parties should consider adopting plain packaging. The Article 11 guidelines recommend that parties should consider adopting measures to restrict or prohibit the use of logos, colours, brand images or promotional information on packaging other than brand names and product names displayed in a standard colour and font style. 6 FCTC oblIgATIons 'neCessAry', 'FAIr And equITAble' Although plain packaging is not expressly mentioned in the FCTC text, it has been clearly recommended under the guidelines for implementation of Articles 11 and 13. 6 7 This makes plain packaging of tobacco products a necessary obligation for parties to FCTC. Furthermore, while dealing with the tobacco industry's challenge against larger graphic warning provisions in Uruguay, the tribunal held that the measures were based on and were in furtherance of the obligations and recommendations of the FCTC and thus not arbitrary, and do not violate the 'fair and equitable' treatment clause of the bilateral trade and investment treaties. 18 PICTorIAl HeAlTH WArnIngs In IndIA India was among the forerunners in FCTC negotiations and was among the first few nations to ratify the treaty and simultaneously adopt a national tobacco control legislation in 2003. Even before the national legislation came into force, the Courts in India had given directives to the state machinery to take strict measures to curb the tobacco epidemic by taking into consideration the constitutional duty of the state to protect public health. 19 20 Consistent with the mandates of the FCTC, the Indian law also prohibited sale and import of any tobacco BMJ Global Health products without the specified health warnings on the tobacco packages. 12 However, what followed was an unprecedented delay and dilution of the pictorial health warnings notified initially, which were implemented on all tobacco packs in the country 5 years later, from June 2009. 21 Since 2009, India implemented pictorial health warnings covering 40% of the front panel of the pack (ie, 20% of the principal display area of the pack) with the health warnings rotated every 2 years. 22 These inadequate warnings placed India at 138th position for size of health warnings. 23 However, on 1 April 2016, India implemented the much-awaited larger health warnings that cover 85% of the tobacco packs on both sides with 60% pictorial and 25% textual warning. 24 The only other countries in the world with larger warnings are Nepal and Vanuatu at 90% and the other countries to equate such large graphic health warnings are Thailand (85%) followed by Australia at 82% and Uruguay as well as Sri Lanka at 80%. 25 One of the most significant aspects of the new regulation is that it provides for a minimum size for the warnings, that is, not be <3.5 cm (width) and 4 cm (height) so as to ensure that the warnings are legible, prominent and conspicuous. 24 THe logICAl nexT sTeP For TobACCo ConTrol PolICy In IndIA Adoption of the larger pictorial health warnings followed the recommendations made to Ministry of Health and Family Welfare, Government of India, by an expert committee constituted earlier in 2014 to look at global best practices and develop field tested India-specific pictorial health warnings. 26 Although the warnings notified in October 2014 were to come into force from 1 April 2015, they were delayed owing to an observation from the Committee on Subordinate Legislation of the Lok Sabha (Lower House of Indian Parliament). Later, due to strict direction from the Rajasthan High Court, 27 it came into force from 1 April 2016. The Court also referred to 'plain packaging as an improved and effective strategy, and therefore, suggested that it should be given a serious thought by legislature'. 27 The issue of plain packaging was specifically raised in and addressed by the Allahabad High Court, wherein the court directed the Centre and the State Governments to consider implementation of plain packaging of tobacco products and observed that, 'tobacco plain packaging measure would be a long-term investment to safeguard the health of the Indian youth'. 28 The court strongly recommended the Indian government to to gather further evidence in support of plain packaging and implement plain packaging laws within the current tobacco control legislation in the country.
The Report of the India-Australia Taskforce on Tobacco Control had already outlined the public interest and also the public support for plain packaging as a policy intervention in India and recommended that India could implement plain packaging with some amendments in COTPA. 13 16 This recommendation made immediate way to the Parliament, when an amendment to sections 3, 5 and 7 of COTPA was introduced through a Private Member's Bill in the Parliament. 11 The Bill proposes an increase in the size of the pictorial health warnings and prohibition on advertisements of tobacco products 'in' and 'on' packs and at point of sale by repealing the two provisos to section 5 of COTPA. Section 3 of the Bill proposes insertion of the following section 7A, specifically on plain packaging.
7A 
IndIA's PrePAredness ComPAred WITH AusTrAlIA And THe uk
The taskforce also suggested several other immediate, intermediate and long-term measures towards preparation and adoption of plain packaging in India, the foremost being the need to compile a body of evidence supporting plain packaging in the Indian context. The trajectory of Australian and the UK's experience, from preparation to the enactment and implementation of its legislation on plain packaging and the early outcomes compared with the developments in India (table 1) could provide an indication of India's preparedness before introducing this big-ticket tobacco control measure in the country.
ProbAble bArrIers To PlAIn PACkAgIng In IndIA
Tobacco industry will be the biggest obstruction in the road to plain packaging in India: the industry has used intimidation to resist plain packaging in Australia, 29 the UK and other countries. The tobacco industry in India will likely BMJ Global Health initiate spurious cases of violation of constitutional rights including freedom to trade, loss of livelihood, right to property and other laws including competition and consumer protection laws. Similarly, the tobacco industry in India has strongly resisted efforts to strengthen the pictorial health warnings and the 85% pack warnings are currently under judicial review. 30 These tactics have resulted in a delay and dilution of pictorial health warnings in India.
Provisions under multilateral and bilateral trade and investment treaties are being used by the tobacco industry against plain packaging efforts: tobacco companies in Australia, the UK and elsewhere have exploited investment protections within international investment agreements to challenge plain packaging. 31 Tobacco companies claim that these laws violate trade and investment treaties and may result in the countries liability in huge compensation to the companies under the investor-state dispute settlement (ISDS). 32 This insidious intimidation by the tobacco industry stands exposed in the claims filed against Uruguay's warning labels and branding measures and against Australia's plain packaging before Australia-Hong Kong ISDS and the dispute at the World Trade Organisation (WTO). 33 34 However, legal experts suggest that plain packaging does not contravene a country's obligations under investment agreements or trade treaties and that public health has to be given prime importance. 35 The importance of public health and the right of states to take measures aimed at protecting it are recognised across the international trade and investment regimes as 'both vital and important in the highest degree'. 36 Plain packaging is consistent with the WTO norms: within the WTO regime, General Agreement on Tariffs and Trade Article XX(b) guarantees the Members' right to take steps necessary to protect the health of humans, animals and plants. 37 While Article XIV(b) of the General Agreement on Trade in Services authorises Members to take measures for the protection of human, animal or plant life or health, 38 and TRIPS Article 8.1 sets out the basic principle relating to health and allows Members to take measures for protecting public health. 39 To make use of the health exceptions, WTO Agreements generally require the health measures be no more trade-restrictive than necessary. 40 With respect to tobacco control, restrictions called for by the provisions in the FCTC may well be determined to be 'necessary' for health protection under the WTO rules. 41 Unlike the tax increases and education programmes, plain packaging restricts the capacity of the tobacco packs to act as moving billboards. It aims to decrease consumers being attracted to appealing packs, which can be prevented only through standardised packing. Therefore, plain packaging, per se does not violate the WTO agreements including TRIPS agreement, and is 'necessary' and there is no 'alternative measure' that can achieve the desired objective. The Doha Declaration on TRIPS, 42 and Public Health and the Punta del Este Declaration, 43 further support this claim. Overlapping laws and regulations: a lack of careful analysis of the legal and constitutional concerns with overlapping laws and regulations in India was identified as a barrier by the taskforce. These concerns have been summarised in table 2 along with a careful assessment mitigating the same.
CounTerIng THe TobACCo IndusTry ClAIms
The Australian and the UK's experience of implementing plain packaging of tobacco products makes it clear that the tobacco industry will remain the single largest barrier to implementation of an effective tobacco control measure such as plain packaging. 16 44-47 However, the tobacco 
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industry's challenge against plain packaging is not sustainable on constitutional or national and international legal or treaty regime. Their claims before the Australian Constitutional Court, United Kingdom Court of Appeal and the ISDS have all been rejected. According to legal experts, the dispute at the WTO against the Australian plain packaging decision has little chance of success, 15 and has already been decided in favour of Australia. [48] [49] [50] Given the global attention and appetite for this significant tobacco control measure, WHO and the Secretariat for WHO FCTC has called on countries to get ready for the plain (standardised) packaging of tobacco products.
Another concern against adopting plain packaging emanates from the tobacco industry generated apprehensions related to violation of trade and investment agreements and to avoid claims of intellectual property rights infringement. However, a closer examination of the WTO agreements with given health exceptions, the Doha and Punta Del Este Declarations on public health and decisions of the WTO and other dispute settlement tribunals suggest that a country could successfully implement a plain packaging regulation if it is applied in a non-discriminatory manner. Moreover, both domestic and international laws regulating trademarks do not give any absolute right of use over a registered trademark. It merely confers a negative right against the use of that trademark by others.
Parties to the FCTC must be mindful of the fact that, it is not that only the WTO agreements are binding; parties must respect their obligation under the WHO FCTC Articles 11 and 13, which stipulate implementation of effective packaging and labelling of tobacco products, and prohibition of tobacco advertisement, promotion and sponsorships. FCTC recommends plain packaging as an effective means to implement the two treaty provisions. Even the Australian High Court while ruling in favour of the plain packaging regulations, highlighted the implication of being a party to WHO FCTC and the need to give effect to obligations thereunder. 51 Moreover, the doctrine of Pacta sunt servanda contained in article 26 and article 27 of the Vienna Convention, 1980 lays down that every treaty in force is binding on the parties to it and must be performed in good faith and a party may not invoke the provisions of its internal law as a justification for its failure to perform a treaty obligation. 52 It is also settled that when there is no conflict between Property in this respect is vested with no more than a negative right.
Competition Act Plain packaging will be trade restrictive and anticompetitive
As per section 54 of the Act, the Central Government has power to exempt the application of the very Act.
There is constitutional protection to take such action under Article 19(6).
Consumer Protection Act
Plain packaging will prevent customers from the basic information about the product Plain packaging will reduce possibilities for 'unfair trade practice' by tobacco producers and manufacturers.
Consumer protection law is to be read in addition to and not in derogation of the provisions of COTPA. Legal Metrology Act Plain packaging will affect mandatory declarations on prepackaged commodities
Most of the mandatory declarations under this law are same as notified for tobacco products under COTPA regulations.
Law already exempts bidi manufacturers on certain declarations. 
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the domestic law and a treaty obligation, Government instrumentalities should respect and implement the treaty obligations.
ConClusIon
The developments related to implementation of larger pictorial health warnings indicate that India is at a ripe stage from where, if supported by the strong political will, plain packaging will be the next obvious and logical step in the armoury of tobacco control. It is expected that India will have to face unique challenge from the unregulated markets of bidi and smokeless forms of tobacco, sale of loose tobacco products and a myriad of tobacco product varieties, most of which are produced and marketed in the unorganised sector. However, with strategic planning and preparedness, such challenges could be avoided when advancing the plain packaging agenda. This may be feasible through ensuring provisions in the official draft amendment to COTPA, 11 and second, supporting the Private Member's bill on the amendment to COTPA. In addition to the constitutional and legal backing for a public health policy like plain packaging of tobacco products, the overwhelming support of the general public provides the much-needed impetus for its consideration by the law makers. 53 Given India's 85% health warnings take a step closer to plain packaging and leaving not much space for tobacco industry to enhance appeal of the pack, plain packaging would still be useful as it will help in standardisation of packages across the myriad varieties of tobacco products available in India. At the risk of stating the obvious, provisions of WHO FCTC and the guidelines recommending plain packaging of tobacco products are not in conflict with any of the domestic laws of India, and rather complement COTPA. Considering the fact that several countries have already adopted plain packaging legislation, India, being a frontrunner in implementing stronger tobacco control measures, should also take the bold step before it is left far behind other countries.
